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Protest under 37 CFR 1.29(a) 

To: Assistant Commissioner for Patents 
Washington, D.C. 20231 

Name of Applicant: Harlan Waksal: represented by Debra A. Sommerville and 

Richard De Lucia, Esq and Kenyon&Kenyon,Jay 
Alexander Lawrence at Morrison and Foerster 

AppHcation Number: 20030157104 Al 

Filing date of Application: November 30, 2001 

Publication date of Application: August 31, 2003 

Title of Invention: Treatment of refractory human tumors with 

epidermal growth factor receptor antagonists 
Group Unit: Not Known 

Name of Examiner: Jasmine Chambers, Director 

Current Status and Location of Application: Not Known 

ATTENTION Office of Technology Center 1600, inventions related to biotechnology 

and biochemistry 

The patent application by Harlan Waksal contains specifications and a claim to an 
invention that I conceived. Therefore, this application is in violation of 35 USC 102(g). 
This invention which I conceived and related in confidence to Harlan Waksal, his brother 
Sam Waksal, presently incarcerated, their counsel Tom Gallagher and their patent 
counsel Debra Somerville of Kenyon &Kenyon is the making and use of small peptide 
equivalents of the monoclonal described in this application. I conceived of what is now 
claimed as claim 4. Claim 4 is dependent claim which claims a method wherein Hie 
antagonist is a small molecule that binds specifically with EGFR/HERl . See below: 

1 . A method of inhibiting the growth of refractory tumors that are stimulated by a ligand 
of epidermal growth factor receptor (EGFR) in human patients, comprising treating the 
human patients with an eftective amount of an EGFR/HERl antagonist. 
4. A method according to claim 1 wherein the antagonist is a small molecule that binds 
specifically with EGFR/HERl . 

The methods to identify and isolate such a small molecule are now published in my 
recently issued patent that has been in the patent office for 18 years. My application was 
known to all in the biotech office dviring this extended period. See US patent 6, 605, 448 

Therefore, since inventorship in the US is to the person who conceived of the invention, 
either this application corrects the inventorship under various aspects of 1 .47 to include 
me or the application and its parent should be denied. 

Find attached a Confidentiality Agreement signed between myself and Imclone where the 
invention I conceived and is now claim 4 of Harlan Waksal's application was described. 

I, hereby affirm that the above statements are true and that Kenyon & Kenyon ie 
Imclone's lawyers and Harlan Waksals lawyer J.Alexander Lawrence at Morrison & 
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Foerster have been served with copies of the above by e mail, fax and first class mail this 
Oct. 4, 2003. 

I request that you consider this protest. 
Sincerely yours. 
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m WITNESS WHEREOF, the Parttes hereto have caused ttnis instrument to be 
executed by thair ctuly authorized officers. 



IMOkONE SVSTEMS/IN CQRPQRATED 



By: 6 




Print John^B- Landes 
TJtie: Seotor Vice President 

Date: l^SlML 
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TiSe: ... . 

Dale: ^^// ^ 
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m WiTNESS WHEREOF, the Parties hereto have caused this instrument to be 
sKeciited by their duly authorized officers. 



)MCLON £ SYSTEMS,{NCORPQRATED 

By. ___ 4 . ' XV ^ 

Print: JohnjS. Lsrsdes 
Title; Seiybr Vice President 
General' Gounsef 
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• : : : 3; : : : : Ttie Patties shall: use th«3jr:besl:offarls to fostrictlhe communication of: : : : 
prtHsrtefary Jnfarinatjori to their «rriplov«es an<J rapf««wnteti¥es: who:i:w^ 
oxtent ntree^s^fy for the pufjioae hofeof , 

4. Each authoriied tsmployee or fepfesenlSJtivs to i(vtiom 3r>y prcwTOtafy 
Irtfprmatian: hi :cuniniunjcated :or:g!ven sba8:ba:(nfomM;d tftatithe mforraatioo: IS: :::::: : 
confidential and :propnetary and shall agree not: to dteclose: or give the:(r.tormatH3n IQ : : : : 
others. 

0 Each authonzed emiitoyee representjlive to whom any Proprietary 
Informaltoti is commonicatctt or given shall ?(gr?!e not to use ar»y of said infornrtatioti 
sxuept far Iho f)urpo3(S:of:c:ntenn9:iotck the : discussion c<5ntempl?Jited her^Mnder. 

.6, NotvmmstarKliag the foregoing; ncthlrjg containerf lo: this agnsement afjaW: ; : 

be construed ascreatbvg ari iuxpressor iniplied:tics5i5je to pradice 'Rmpnetav/. . . . 
■information. 

7: This Gonfidentialt^ Agietjffienl snsH t» infc«pfetjf<J tn accbrd^oce wih the 

laws of: ths:Stato:Ot New York, :Without rssjard tO: Its :eholC8-of-iaw priociples. : : : 

:: : :: :: :8.: : ::: : This Agreemept :is intended:by:the Parti£!S:heretoas the:finai;exprassiQn: :: 
if their uhdcrsianding HM is lha eornplate arsd:exetustye:statemem of the temis hereof : 
notwithstanding any oral nspresftfitaBona or:statem«nts to tf»e contrary heretofore 
mode. This Agiwment tont3<ft$ lill i?f the representattons and understandings t>etween: 
(he Parties hereto, !4q modifioationS of this Agreement or waiver of the terms arid 
:dOndiUon& heraofahall tre. binding. upon;eilher Party ijn((»s approved irj wrrtnig t>y an 
atithonzed representative of both Parties or siiall be effected &y Ihs acKnowtedgrrwnt of 
:acGeptance:of «ny 1tirms:conlaiinna other or ditferent terms and: conditions vvtt«ther:<W: ; : 
not signed by an autfiorized rcprosentative of one of the Parties.; No:morf>ficaliot> or: 
rfefeasA shall be effective unlGE& jrv wnting agned by the Parites, 
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Foerster have been served with copies of the above by e mail, fax and first class mail this 
Oct. 4, 2003. 

I request that you consider this protest. 
Sincerely yours. 




Prof. George Pieczenik 

Appendix 1 Confidentiality Agreement 



RECEIVED 
^mmm,: vm gewter 



OCT § 6 2003 
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Protest under 37 CFR 1.29(a) 

To: Assistant Commissioner for Patents 
Washington, D.C. 20231 

Name of Applicant: Harlan Waksal: represented by Debra A. Sommerville and 

Richard De Lucia, Esq and Kenyon&Kenyon,Jay 
Alexander Lawrence at Morrison and Foerster 

AppUcation Number: 200301 57104 Al 

Filing date of Application: November 30, 2001 

Publication date of Application: August 31, 2003 

Title of Invention: Treatment of refractory human tumors with 

epidermal growth factor receptor antagonists 
Group Unit: Not Known 

Name of Examiner: Jasmine Chambers, Director 

Current Status and Location of Application: Not Known 

ATTENTION Office of Technology Center 1600, inventions related to biotechnology 

and biochemistry 

The patent application by Harlan Waksal contains specifications and a claim to an 
invention that I conceived. Therefore, this application is in violation of 35 USC 102(g). 
This invention which I conceived and related in confidence to Harlan Waksal, his brother 
Sam Waksal, presently incarcerated, their counsel Tom Gallagher and their patent 
counsel Debra Somerville of Kenyon &Kenyon is the making and use of small peptide 
equivalents of the monoclonal described in this application. I conceived of what is now 
claimed as claim 4. Claim 4 is dependent claim which claims a method wherein the 
antagonist is a small molecule that binds specifically with EGFR/HERl. See below: 

1 . A method of inhibiting the growfth of refractory tumors that are stimulated by a ligand 
of epidermal growth factor receptor (EGFR) in human patients, comprising treating the 
human patients with an effective amount of an EGFR/HERl antagonist. 
4. A method according to claim 1 wherein the antagonist is a small molecule that binds 
specifically with EGFR/HERl. 

The methods to identify and isolate such a small molecule are now published in my 
recently issued patent that has been in the patent office for 18 years. My application was 
known to all in the biotech office during this extended period. See US patent 6, 605, 448 

Therefore, since inventorship in the US is to the person who conceived of the invention, 
either this application corrects the inventorship under various aspects of 1.47 to include 
me or the application and its parent should be denied. 

Find attached a Confidentiality Agreement signed between myself and Imclone where the 
invention I conceived and is now claim 4 of Harlan Waksal's application was described. 

I, hereby affirm that the above statements are true and that Kenyon & Kenyon ie 
Imclone's lawyers and Harlan Waksals lawyer J.Alexander Lawrence at Morrison & 
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